From: Messina, Edward

To: Goodis, Michael; Davis, Donna; Rosenblatt, Daniel
Subject: FW: background materials for Prop 65 meeting
Date: Wednesday, May 29, 2019 5:48:11 PM
Attachments: Prop 65 desk statement 20180320 final.docx

Chemical Specialties Mfrs Assn Inc v Allenby.pdf
Proposition 65 Law and Regulations.docx
Prop 65 backaround paper.docx

As discussed. For incorporation (your call) into a joint briefing with OGC and Alex in the next couple
of weeks.
Ed

Ed Messina

Acting Deputy Office Director (Programs)
Office of Pesticide Programs

U.S. EPA

(703) 347-0209

From: Perlis, Robert

Sent: Wednesday, May 29, 2019 12:54 PM

To: Messina, Edward <Messina.Edward@epa.gov>

Subject: FW: background materials for Prop 65 meeting

Ed:

First of 3 emails w prop 65 stuff. All 3 comprise the stuff we gave to our FO before meeting
with them (and Alex) last week.

Bob

Bob Perlis

Pesticides and Toxic Substances Law Office
Office of General Counsel

US EPA

(202) 564-5636

From: Koch, Erin

Sent: Tuesday, May 21, 2019 12:53 PM

To: Lis-Coghlan, Kamila <lis-coghlan.kamila@epa.gov>

Cc: Cole, Joseph E. <cole.josephe@epa.gov>; Perlis, Robert <Perlis.Robert@epa.gov>; Kaczmarek,
Chris <Kaczmarek.Chris@epa.gov>

Subject: FW: background materials for Prop 65 meeting

Kamila,

Here are some more background documents that were put together a couple months ago when
Justin had requested some background on Prop 65. They may be helpful for the briefing scheduled
for Thursday.

Erin S. Koch

Pesticides and Toxic Substances Law Office

Office of General Counsel

US EPA

202-564-1718
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[bookmark: _GoBack]Desk Statement on Court Decision on Glyphosate and Prop 65 – On February 26, 2018, the Federal District Court for the Eastern District of California issued an Order enjoining California from enforcing the state warning requirements involving the pesticide glyphosate’s carcinogenicity, in part on the basis that the required warning statement is false or misleading.  California’s Safe Drinking Water and Toxic Enforcement Act of 1986, commonly referred to as Proposition 65 (Prop 65), requires certain warnings at the point of sale to alert Californians about exposure to products known by the state to cause cancer, birth defects, or other reproductive harm. 



EPA’s current assessment of glyphosate concludes that it is not likely to cause cancer in people. 



Sec. 24(a) of FIFRA allows states to regulate the sale or use of federally registered pesticides within the state as long as the regulation does not permit sale or use that is prohibited under FIFRA. However, Sec. 24(b) of FIFRA prohibits states from imposing requirements for labeling that are in addition to or different from what EPA has required. FIFRA prohibits labels that are false or misleading.  EPA has not required California’s Prop 65 warnings to appear on any pesticides, but some companies registering pesticides voluntarily include Prop 65 warnings on pesticide labeling for approval by EPA as a method of complying with California’s requirements and EPA has allowed such statements. In light of the recent injunction regarding glyphosate, it is EPA’s intention to work with California to provide guidance to the regulated community on how they can comply with requirements of both federal and state regulators.









Background:

EPA registers pesticides for sale and distribution across the United States under Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA).  In doing so, EPA reviews and approves pesticide labeling ensuring, among other things, that the labeling is not false or misleading and that it contains statements that are necessary to adequately protect health and the environment.  



Glyphosate is currently in registration review the periodic re-evaluation required of all pesticides every 15 years. Based on review of extensive reliable data, and in agreement with several other organizations’ findings, including the European Food Safety Authority and the European Chemicals agency, EPA has concluded in its draft risk assessment that glyphosate is not likely to cause cancer in humans. 



EPA has requested comment on its draft risk assessment; the public comment period will close on April 30, 2018.  EPA will consider all comments and data submitted in its Proposed Interim Decision for glyphosate in late 2018. EPA will consider risk mitigation if necessary to protect human health and the environment. 
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Synopsis
Trade association of insecticide, disinfectant, and
antimicrobial product manufacturers sued for declaratory [4]

judgment that consumer product warning requirements of
California Safe Drinking Water and Toxic Enforcement
Act (“Proposition 65”) applicable to fungicides,
insecticides, and the like were preempted by federal
law. The United States District Court for the Northern
District of California, Fern M. Smith, J., 744 F.Supp.
934, granted summary judgment for state. Association
appealed. The Court of Appeals, Hug, Circuit Judge, held
that: (1) Federal Insecticide, Fungicide, and Rodenticide
Act (FIFRA) did not expressly preempt Proposition
65, as point-of-sale warning signs were not additional
“labeling” within meaning of FIFRA; (2) FIFRA also
did not impliedly preempt Proposition 65; and (3)
Federal Hazardous Substances Act also did not preempt
Proposition 65.

Affirmed.
5]

West Headnotes (6)

[1] Federal Courts
&= Summary judgment

Decision to grant or deny summary judgment
motion is reviewed de novo.

4 Cases that cite this headnote

States

&= Preemption in general
Presumption exists against finding that state
legislation is preempted by Act of Congress.

4 Cases that cite this headnote

States
&= Particular cases, preemption or
supersession

Regulation of health and safety matters is
primarily and historically matter of local
concern; consequently, courts should be
especially unlikely to find preemption of state
laws in these areas.

6 Cases that cite this headnote

Environmental Law
&= Federal preemption

States
&= Product safety;food and drug laws

Point-of-sale warning signs in compliance
with California Safe Drinking Water
and Toxic Enforcement Act (“Proposition
65”) do not constitute additional state-
required “labeling” expressly preempted
under FIFRA. Federal Insecticide, Fungicide,
and Rodenticide Act, §§ 2(p)(2), 24, as
amended, 7 US.C.A. § 136(p)2), 136v;
West's Ann.Cal.Health & Safety Code §
25249.5 et seq.

35 Cases that cite this headnote

Environmental Law
&= Federal preemption

States

&= Product safety;food and drug laws
Water Law

&= Statutory and Regulatory Provisions

FIFRA does not impliedly preempt California
Safe Drinking Water and Toxic Enforcement
Act (“Proposition 65”); manufacturers only
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liable federal
misbranding when their labels are insufficient,
not for posting additional warning signs, and

become under law for

Proposition 65 does not in any way pressure
manufacturers to affix additional labels
to product containers. Federal Insecticide,
Fungicide, and Rodenticide Act, § 2(q)(1)(G),
asamended, 7 U.S.C.A.§136(q)(1)(G); West's
Ann.Cal.Health & Safety Code § 25249.5 et

seq.

14 Cases that cite this headnote

|6] Environmental Law
&= Federal preemption

States
&= Environment;nuclear projects

FHSA does not preempt California Safe
Drinking Water and Toxic Enforcement Act
(“Proposition 657”) point-of-sale warnings;
those warnings are not “directions for
use” and are not necessarily nonidentical
to warnings required under FHSA, and
no congressional purpose is
by Proposition 65. Federal Hazardous
Substances Act, § 2(n)(2), as amended, 15
U.S.C.A. § 1261(n)(2); § 17(b), (b)(1)(A), as
amended, 15 U.S.C.A. § 1261 note; West's
Ann.Cal.Health & Safety Code § 25249.5 et

seq.

frustrated

17 Cases that cite this headnote

Attorneys and Law Firms

*942 Charles A. O'Connor, III, McKenna & Cuneo,
Washington, D.C., for plaintiff-appellant.

Edward G. Weil and Clifford Rechtschaffen, Deputy
Attys. Gen., Oakland, Cal., for defendants-appellees.

Appeal from the United States District Court for the
Northern District of California.

Before HUG, HALL and O'SCANNLAIN, Circuit
Judges.

Opinion
HUG, Circuit Judge:

Chemical Specialties Manufacturers Association, Inc.
(“CSMA”) filed this action below seeking a declaratory
judgment that the Federal Insecticide, Fungicide, and
Rodenticide Act (“FIFRA”), 7 U.S.C. §§ 136-136y (1988),
and the Federal Hazardous Substances Act (“FHSA”),
15 U.S.C. §§ 1261-1277 (1988), preempt Proposition 65
warning requirements. The State of California filed an
opposition. The district court found that no genuine issues
of material fact existed, and entered a Memorandum—
Decision and Order on September 11, 1990, granting the
State of California's motion for summary judgment. 744
F.Supp. 934. This appeal followed and we affirm.

I. FACTS

CSMA is a national trade association of insecticide,
disinfectant, and antimicrobial product manufacturers
who sell their products to consumer, institutional, and
industrial users. Many of the products manufactured by
CSMA members are regulated under either FIFRA or
FHSA. Both FIFRA and FHSA have express preemption
provisions that prohibit certain types of state regulation,
including labeling requirements on products regulated
under the Acts.

The California Safe Drinking Water and Toxic
Enforcement Act of 1986 (“Proposition 65”) requires
California to list substances that it determines to be
carcinogenic or reproductively toxic. Twelve months after
a substance has been listed by the state, the manufacturers
of products containing the listed substances must provide
adequate warnings to the consuming public that their
products pose a health risk. CSMA contends that the
adequate warning requirements of Proposition 65, as
applied to products regulated under FIFRA and FHSA,
are preempted by these Acts.

*943 1I. DISCUSSION

A. Standard of Review

[1] A decision to grant or deny a summary judgment
motion is reviewed de novo. Kruso v. International Tel.
& Tel. Corp., 872 F.2d 1416, 1421 (9th Cir.1989), cert.
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denied, 496 U.S. 937, 110 S.Ct. 3217, 110 L.Ed.2d 664
(1990); State Farm Fire & Cas. Co., Inc. v. Martin, 872
F.2d 319, 320 (9th Cir.1989).

Since this is a facial challenge to Proposition 65, CSMA
“must establish that no set of circumstances exists under
which the Act would be valid. The fact that the [ ] Act
might operate unconstitutionally under some conceivable
set of circumstances is insufficient to render it wholly
invalid....” United States v. Salerno, 481 U.S. 739, 745,
107 S.Ct. 2095, 2100, 95 L.Ed.2d 697 (1987); see also
California Coastal Comm'n v. Granite Rock Co., 480 U.S.
572, 579-80, 107 S.Ct. 1419, 1424-25, 94 L.Ed.2d 577
(1987) (party making a facial challenge to state regulations
based on preemption required to demonstrate “that there
is no possible set of conditions [the State] could place on
its permit that would not conflict with federal law—that
any state permit requirement is per se preempted.”).

[2] There is a presumption against finding that state
legislation is preempted by an act of Congress. Preemption
analysis starts with the presumption that the traditional
police powers of states are not displaced by federal law
unless displacement was the “clear and manifest purpose
of Congress.” Rice v. Santa Fe Elevator Corp., 331 U.S.
218, 230, 67 S.Ct. 1146, 1152, 91 L.Ed. 1447 (1947);
Maryland v. Louisiana, 451 U.S. 725, 746, 101 S.Ct. 2114,
2128, 68 L.Ed.2d 576 (1981). “[FJederal regulation of
a field of commerce should not be deemed preemptive
of state regulatory power in the absence of persuasive
reasons—either that the nature of the regulated subject
matter permits no other conclusion, or that the Congress
has unmistakably so ordained.” Florida Lime & Avocado
Growers v. Paul, 373 U.S. 132, 142, 83 S.Ct. 1210, 1217,
10 L.Ed.2d 248 (1963). We have noted two practical
reasons for this presumption. First, Congress has the
power to make preemption clear in the first instance.
Second, if the court erroneously finds preemption, the
State can do nothing about it, while if the court errs in
the other direction, Congress can correct the problem.
Chevron U.S. A., Inc. v. Hammond, 726 F.2d 483, 488 (9th
Cir.1984), cert. denied, 471 U.S. 1140, 105 S.Ct. 2686, 86
L.Ed.2d 703 (1985).

[3]1 In particular, “regulation of health and safety matters
is primarily, and historically, a matter of local concern.”
Hillsborough County v. Automated Med. Labs, Inc., 471
uU.S. 707, 719, 105 S.Ct. 2371, 2378, 85 L.Ed.2d 714
(1985). Consequently, courts should be especially unlikely

to find preemption of state laws in these areas. See id.
Preemption analysis is governed by a three-part test. First,
Congress or a federal agency may expressly preclude all
state legislation in a particular field. Jones v. Rath Packing
Co., 430 U.S. 519, 525, 97 S.Ct. 1305, 1309, 51 L.Ed.2d
604 (1977). Second, an intent to displace state law may
be inferred from the structure and purpose of the federal
statute. Id. Finally, state law may be preempted if it
conflicts with federal law or stands as an obstacle to
the achievement of federal objectives. Silkwood v. Kerr—
McGee Corp., 464 U.S. 238, 248, 104 S.Ct. 615, 621, 78
L.Ed.2d 443 (1984).

To find that Proposition 65 is preempted under
FIFRA or FHSA, this court must determine that all
possible consumer product warnings that would satisfy
Proposition 65 conflict with provisions of the federal
statutes. This case turns on this standard. The focus of
the decision below was whether point-of-sale warnings
constituted “labeling” under FIFRA or “directions for
use” under FHSA. The court answered both questions in
the negative and granted summary judgment for the state.
Since we agree with the district court that point-of-sale
warnings are neither labels nor directions for use, we reject
CSMA's preemption arguments. No other Proposition 65
warning devices need be considered since point-of-sale
signs are not preempted under either FIFRA or FHSA.

*944 B. The Statutory Background

1. Proposition 65

Proposition 65 provides that “[n]o person in the course of
doing business shall knowingly and intentionally expose
any individual to a chemical known to the state to cause
cancer or reproductive toxicity without first giving clear
and reasonable warning to such individual.” Cal.Health
& Safety Code § 25249.6 (West 1991). To satisfy this
obligation, the statute explains that:

“Warning” within the meaning
of Section 25249.6 need not be
provided separately to each exposed
individual and may be provided
by general methods such as labels
on consumer products, inclusion
of notices in mailings to water
customers, posting of notices,

placing notices in public news media,
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and the like, provided that the
warning accomplished is clear and
reasonable.

Id. at § 25249.11(f). Proposition 65 therefore provides
several methods of compliance: (1) labeling on consumer
products; (2) posting notices; (3) placing notices in
the news media; (4) any other method providing clear
and reasonable warning of the hazard. These methods
are further expanded in the safe harbor regulations
promulgated by the California Health and Welfare
Agency. The safe harbor regulations designate the
following language as sufficient to satisfy Proposition 65:
“Warning: This product contains a chemical known to the
State of California to cause cancer.” Cal.Code Regs. tit.
22, § 12601(b)(4)(A) (1991). A retail outlet can comply
with Proposition 65 by posting a sign in a visible place
specifying the products that are known to the state to
cause cancer or that are reproductively toxic. Cal.Code
Regs. tit. 22, § 12601(b)(3) (1991).

2. FIFRA

FIFRA requires the Environmental Protection Agency
(“EPA”) to register a pesticide before the pesticide can
be sold or used. 7 U.S.C. § 136a(a) (1988). The statute
and supporting regulations contain detailed requirements
for registration. Basically, the requirements are that
a pesticide may not be sold (with certain exceptions)
unless the EPA first determines that the product's
labeling contains warnings and directions for use that
are “adequate to protect the public from fraud and
from personal injury and to prevent unreasonable adverse
effects on the environment.” 40 C.F.R. §§ 156.10(1)(1)(1),
156.10(h) (1991); see also 40 C.F.R. §§ 156.10(a)(1)(vii),
156.10(a)(1)(viil) (1991); 7 U.S.C. § 136a(c)(5)(B). Once
the EPA has registered a pesticide and approved its label,
the manufacturer may not change the label without the
EPA's prior approval.

FIFRA's preemption clause provides as follows:
§ 136v Authority of States
(a) In general

A State may regulate the sale or use of any federally
registered pesticide or device in the State, but only if and

to the extent the regulation does not permit any sale or
use prohibited by this subchapter.

(b) Uniformity

Such State shall not impose or continue in effect any
requirements for labeling or packaging in addition to or
different from those required under this subchapter.

7 U.S.C. § 136v (1988). So long as additional labeling is
not required, FIFRA expressly authorizes state pesticide
regulation. Other than regulating labels, states are left
free to impose whatever restrictions they may wish.
Consequently, a state could prohibit the sale of a pesticide
within its borders even though it could not require the
manufacturer of the pesticide to change the label.

Both parties to this appeal agree that Congress
included the preemption provision in FIFRA to promote
uniformity and ease distribution practices for chemical
product manufacturers. CSMA asserts that the uniformity
objective is founded on the belief that consumers traveling
between states would be confused by different labels
on the same products. In support of this argument,
CSMA quotes the following comment from Congressman
Sisk at the congressional hearings on the 1972 FIFRA
amendments:

*945 As I understand, Mr. Ackerly
[CSMA counsel], you desire what
would be Federal
preemption as to labeling or as to
standards on household items in

in essence,

connection with labeling and of the
word “Poison” in certain instances.
I am inclined to agree with you
because I do not see how else we
can really inform people who do not
intend to stay in the same place, and
will be reading labels in other States.

Hearings Before Comm. on Agriculture, House of
Representatives, 92d Cong., 1st Sess. 287 (Mar. 8, 1971).
According to CSMA, the importance of a uniform
labeling system under FIFRA is rooted in a concern for
clarity so that consumers can easily recognize warning
labels no matter which state they enter. CSMA then
suggests that the point-of-sale signs required under
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Proposition 65 defeat this congressional purpose by
requiring additional labeling that creates consumer
confusion.

CSMA's argument, however, is circular. The issue before
us is whether Proposition 65 requires additional product
“labeling.” Certainly, if we conclude that point-of-sale
signs are additional labels, then those signs are preempted
by FIFRA. Citing legislative history that explains why
additional labeling is preempted, however, does not
address the issue of what constitutes additional labeling.
The labels attached to the chemical containers remain
unchanged by Proposition 65.

3. FHSA

FHSA requires labeling of certain consumer products
intended for use in the household or by children. The
central requirement of the Act is that manufacturers
of hazardous products provide cautionary labels clearly
indicating the hazards and providing consumers with
directions for use. The amendments to the Act contain a
limited preemption provision which provides as follows:

[IIf a hazardous substance or its
packaging is subject to a cautionary
labeling requirement under section
2(p) or 3(b) [15 U.S.C. §§ 1261(p) or
1262(b) ] designed to protect against
a risk of illness or injury associated
with the substance, no State ...
may establish or continue in effect
a cautionary labeling requirement
applicable to such substance or
packaging and designed to protect
against the same risk of illness
or injury unless such cautionary
labeling requirement is identical to
the labeling requirement under 2(p)
or 3(b).

15 U.S.C. § 1261 note (b)(1)(A) (1988) (Effect Upon
Federal and State Law, § (b)(1)(A), Pub.L. 94-284§ 17(a)).
The preemption issues arising under FHSA are identical to
those arising under FIFRA. We must similarly determine
whether the point-of-sale signs that satisfy Proposition 65
fall within the preemption clause of FHSA.

C. Whether Proposition 65 Warnings Constitute a State
Requirement for Labeling that Is Preempted under
FIFRA.

1. Express Preemption under FIFRA.

[4] CSMA points out that FIFRA expressly prohibits
states from imposing labeling requirements that differ
from those registered with the EPA. CSMA then
argues that the warnings required under Proposition
65 fall squarely with FIFRA's definition of “labeling.”
Consequently, CSMA asserts that Proposition 65 is
expressly preempted by FIFRA. We agree that additional
labeling requirements would be unconstitutional under
FIFRA. However, we disagree that the warning
requirements of Proposition 65 constitute additional
labeling.

FIFRA defines the term labeling as follows:
§ 136(p) Label and labeling
(1) Label

The term “label” means the written, printed, or graphic
matter on, or attached to, the pesticide or device or any
of its containers or wrappers.

(2) Labeling

The term “labeling” means all labels and all other
written, printed, or graphic matter—

(A) accompanying the pesticide or device at any
time; or

*946 (B) to which reference is made on the label
or in literature accompanying the pesticide or
device....

7 US.C. § 136(p)(2) (1988). Under this definition,
Proposition 65 warnings clearly are not “labels” within
the meaning of paragraph (1), since point-of-sale warnings
are neither written on the pesticide nor attached to it.
The question remains, however, whether these warnings
constitute “labeling” under paragraph (2) above.

CSMA argues that the point-of-sale signs constitute
labeling because they are written materials that
accompany the pesticide at the point of sale. It
claims that since FIFRA defines labeling as “all other
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written, printed, or graphic matter ... accompanying
the pesticide ... at any time,” Proposition 65's warning
methods all fall within this broad definition. This
interpretation, however, cannot be correct.

FIFRA's definition of labeling cannot encompass every
type of written material accompanying the pesticide at
any time. If this were true, then price stickers affixed
to shelves, sheets indicating that a product is on sale,
and even the logo on the exterminator's hat would all
constitute impermissible labeling.

The leading case that interprets the term “labeling” as
defined by FIFRA is New York State Pesticide Coalition,
Inc. v. Jorling, 874 F.2d 115 (2nd Cir.1989). In Jorling,
the Second Circuit addressed the question of whether a
New York law, designed to assure public awareness of the
presence of poisonous chemicals dispensed on properties,
was preempted by FIFRA. Although CSMA attempts to
distinguish Jorling, that case is nearly identical to the one
now before us.

New York passed legislation that set forth notification
requirements “intended to alert the public to the
impending use of poisonous chemicals and to disseminate
information to those who may be exposed.” Jorling, 874
F.2d at 116. The New York law at issue required all
commercial pesticide applicators to give the purchaser of
the service a cover sheet providing warnings and safety
information, and to post signs on the perimeter of the
affected property warning people not to enter the premises
for a specified number of hours. Id.

The Jorling Court interpreted the same language from
FIFRA as we must now interpret, and it concluded that
the posted signs did not constitute labeling. Consequently,
the New York notification law was not preempted. The
Court stated:

Because the notification materials are present in some
spatial and temporal proximity to the applied pesticide,
it is asserted they “accompany” it. But this definition
is rather strained. “Labeling” is better understood by its
relationship, rather than its proximity, to the product.

. FIFRA “labeling” is designed to be read and
followed by the end user. Generally, it is conceived as
being attached to the immediate container of the product
in such a way that it can be expected to remain affixed
during the period of use.

Jorling, 874 F.2d at 119 (emphasis added).

CSMA cites Jorling for the proposition that FIFRA
preempts state laws that require manufacturers to
provide supplemental product warning information to
the end user. Yet, Jorling cannot possibly stand for this
proposition. The issue in Jorling was whether the posting
of signs constituted labeling, and the court held that it
did not. Id. The court examined the common usage of
the term “labeling” and concluded that it did not apply
to the posted notices required under the New York State
law at issue in that case. Similarly, we conclude that the
term “labeling” does not apply to the point-of-sale signs
required under Proposition 65. Point-of-sale signs are not
attached to the immediate container of a product and will
not accompany the product during the period of use.

CSMA also cites Kordel v. United States, 335 U.S. 345,
69 S.Ct. 106, 93 L.Ed. 52 (1948), in support of its
claim that point-of-sale signs are labels. In Kordel, the
Court held that supplemental literature provided by a
drug manufacturer constituted labeling under the Federal
Food, Drug and Cosmetic Act because it advised end users
on how to administer a drug. Kordel, *947 however, is
distinguishable from the case at hand. First, the written
materials in Kordel were aimed at the ultimate user of the
drug, not the purchaser that is targeted by Proposition 65.
335 U.S. at 348, 69 S.Ct. at 108. Second, the materials
at issue in Kordel contained directions for use, which
the EPA had clearly stated must be on the label. Id.
Finally, the context of the manufacturer's mailings in
that case suggested that the manufacturer was attempting
to circumvent the Act rather than supplement it. Id. at
350, 69 S.Ct. at 109. We find no such factors present in
the instant case. Consequently, Kordel does not apply.
FIFRA does not expressly preempt Proposition 65 since
point-of-sale signs do not constitute labeling under the
Act.

2. Implied Preemption under FIFRA.
[S] CSMA argues that Proposition 65 is impliedly
preempted by FIFRA for two reasons. First, CSMA
asserts that manufacturers must seek EPA approval
of new labels, when Proposition 65 requires additional
warnings for the pesticide,
misbranding products. The argument essentially is that

to avoid the risk of

by supplementing the EPA-approved label to provide
an additional warning, the manufacturer implicitly
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acknowledges that the EPA-approved label is incomplete,
thereby subjecting the manufacturer to an EPA sanction
for misbranding its products. Second, CSMA argues that
when Proposition 65 requires additional warnings, the
manufacturers must change their labels to avoid product
liability suits. Although the first of these arguments is
weak, the second is not.

FIFRA provides that a pesticide is misbranded if the
warning on the label is insufficient to protect the public
health. 7 U.S.C. § 136(q)(1)(G) (1988). As manufacturers
uncover additional information about the health risks
of their products, they must bring this information to
the attention of the EPA and add this information to
their product labels. CSMA argues that manufacturers
who are required by Proposition 65 to post point-of-
sale notices become liable under FIFRA for misbranding
their products. CSMA has cited no cases in support of
this argument. It seems implausible that the EPA would
prosecute a company for, in essence, complying with
Proposition 65.

Manufacturers only become liable for misbranding when
their labels are insufficient, not for posting additional
warning signs as dictated by state law. If manufacturer
awareness of new product risks is triggered by the State
of California's list of chemicals known to cause cancer
or reproductive toxicity, then the list of chemicals merely
uncovers hazards that should have been uncovered by
the manufacturers. The more likely scenario is that the
hazards of a chemical are already known to both the
manufacturer and the EPA, but that neither believes that
cancer or reproductive toxicity is a likely danger. In this
scenario, it seems contradictory to assert that the EPA
will prosecute a company for satisfying the standards
developed by the EPA but deemed insufficient by the State
of California.

CSMA's second argument in support of implied
preemption is that manufacturers would be obligated to
change their labels when California requires additional
point-of-sale warnings. Otherwise, the manufacturers
would be at risk of product liability suits for inadequate
warning. This argument has merit. The issue is whether
manufacturers can incur tort liability for inadequate
warnings on products regulated under FIFRA. If
they can, then perhaps plaintiffs could argue that the
Proposition 65 warnings reveal the inadequacies of the
EPA approved labels. Proposition 65 does have an

express provision, however, that the warnings shall not
be construed to establish exposure levels for any other
regulatory purpose. Cal.Code Regs. tit. 22, §§ 12701(d),
12801(e) (1991).

Proposition 65 neither expressly nor impliedly
requires additional product labeling. Consequently,
manufacturers need not feel pressure to apply for EPA
approval of label changes so that they can comply with
Proposition 65. Point-of-sale signs are sufficient to satisfy
the California requirements. Whether these signs create
legitimate *948 fears of product liability suits in other
states for failing to warn of the dangers listed on the point-
of-sale warnings in California, however, merits discussion.
CSMA makes a good point when it claims that no
manufacturer wants to face a jury in a defective labeling
case arguing that a cancer, reproductive or developmental
hazard warning not given in the forum state was given
in California only to comply with Proposition 65. The
argument, however, fails for two reasons. First, it is not
clear whether plaintiffs can sue for defective labeling of
products regulated by FIFRA. Second, even if they could,
a point-of-sale warning required by Proposition 65 is not
an admission of liability.

The case law is split on whether plaintiffs can sue
manufacturers for defective labeling of products regulated
by FIFRA. The argument against product liability suits
for inadequate labeling is strong. State tort liability
holds manufacturers liable for failing to include an
adequate warning on the product's label. Since FIFRA
expressly preempts additional state labeling requirements,
the tort suits could circumvent the preemption clause
by effectively requiring additional labeling to avoid tort
liability even though the states do not expressly require the
additional labeling.

In Fitzgerald v. Mallinckrodt, Inc., 681 F.Supp. 404
(E.D.Mich.1987), the court did not allow a product
liability suit for inadequate labeling of a product regulated
by FIFRA. The court stated:

Where the federal government has
preempted any state regulation,
there can be no recovery in tort.
Allowing recovery under state tort
law where Congress has preempted
state law would effectively authorize
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the state to do through the
back door exactly what it cannot
through the front. FIFRA expressly
provides that no state may impose
“any requirement for labeling or
packaging in addition to or different
from those required under this Act.”
7 U.S.C. § 136v(b).

681 F.Supp. at 407. Other district courts finding that
FIFRA preempts state tort claims for inadequate labeling
include Kennan v. Dow Chem. Co., 717 F.Supp. 799
(M.D.Fla.1989), and Fisher v. Chevron Chem. Co., 716
F.Supp. 1283 (W.D.Mo.1989).

An equal weight of authority, however, suggests that
product liability claims for inadequate warnings are not
preempted by FIFRA. Cases finding no preemption
include Arkansas Platte & Gulf Partnership v. Van
Waters & Rogers, Inc., 748 F.Supp. 1474 (D.Col0.1990);
Stewart v. Ortho Consumer Products, 1990 WL 36129
(E.D.La.1990); Cox v. Velsicol Chem. Corp., 704 F.Supp.
85 (E.D.Pa.1989); Roberts v. Dow Chem. Co., 702 F.Supp.
195 (N.D.I11.1988).

Only two federal appellate courts have addressed the issue
and these two cases are split as well. In Ferebee v. Chevron
Chem. Co., 736 F.2d 1529 (D.C.Cir.), cert. denied, 469
U.S. 1062, 105 S.Ct. 545, 83 L.Ed.2d 432 (1984), the
D.C. Circuit held that state common law tort suits were
not preempted by FIFRA. However, in Papas v. The
Upjohn Co., 926 F.2d 1019 (11th Cir.1991), petition for
cert. filed sub nom., 60 U.S.L.W. 3016, 3053 (U.S. May 29,
1991) (No. 90-1837), the Eleventh Circuit held that state
tort suits were preempted. The great split in authority is
important to illustrate that even when the consequences
of state action clearly pressure companies to change their
FIFRA labels, there is no consensus on whether the state
action is preempted. In the instant case, however, there
would be no need for companies to change their labels
to comply with Proposition 65, unlike the need to change
labels in order to avoid state tort liability. Whether or
not product liability suits for defective labeling should be
permitted, we do not believe Proposition 65 in any way
pressures manufacturers to affix additional labels to the
containers of their products. Consequently, the argument
for implied preemption is not persuasive.

3. Frustration of Congressional Purpose.

For purposes of preemption analysis, CSMA must show a
physical impossibility of complying with both Proposition
65 and *949 FIFRA before succeeding on a claim
that Proposition 65 is preempted on this theory. The
Supreme Court has stated that the proper approach is
to “reconcile the operation of both statutory schemes
with one another rather than holding [that one has been]
completely ousted.” Ray v. Atlantic Richfield Co., 435
U.S. 151, 183, 98 S.Ct. 988, 1007, 55 L.Ed.2d 179 (1978)
(quotation marks omitted). See also Florida Lime, 373
U.S. at 152, 83 S.Ct. at 1222; California Coastal Comm'n,
480 U.S. at 581, 107 S.Ct. at 1425. Since CSMA has
acknowledged the possibility of complying with both
Proposition 65 and FIFRA, we need not consider whether
Proposition 65 frustrates congressional purpose.

D. Whether Proposition 65 Warnings Constitute a State
Requirement for Labeling that is Preempted under FHSA.

[6] CSMA argues that FHSA § 17(b) expressly preempts
all state mandated precautionary labeling that is not
identical to that required by the Act. Thisis correct. FHSA
§ 17(b)(1)(A) provides as follows:

[N]o State may establish or
continue in effect a cautionary
labeling requirement applicable to
such substance or packaging and
designed to protect against the same
risk of illness or injury unless such
cautionary labeling requirement is
identical....

15 U.S.C. § 1261 note (1988) (Effect Upon Federal and
State Law, § (b)(1)(A), Pub.L. 94-284 § 17(a)). Under the
FHSA, however, “all accompanying literature where there
are directions for use, written or otherwise” is defined
as cautionary labeling, 15 U.S.C. § 1261(n)(2) (1988).
Accompanying literature is defined as follows:

[Alny placard, pamphlet, booklet,
book, sign, or other written, printed,
or graphic matter or visual device
that provides directions for use,
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written or otherwise, and that is used
in connection with the display, sale,
demonstration, or merchandising
of a hazardous substance intended
for ... use in the household or by
children.

16 C.F.R. § 1500.3(c)(9) (1991). CSMA's contention
that Proposition 65 point-of-sale warnings fall within
this definition is implausible for two reasons. First,
Proposition 65 warnings are not “directions for use,” and
second, the warnings are not necessarily nonidentical.

CSMA creates several strained analogies to make the
argument that Proposition 65 warnings are directions
for use, and therefore constitute labeling under FHSA.
For example, CSMA claims that Proposition 65 warnings
contain both a signal word and a statement of principle
hazard: Warning, this product contains a chemical known
to the State of California to cause cancer. The argument
is founded upon the misconception that since this warning
impliedly directs the consumer to handle the product so
as to avoid or minimize direct exposure, the warning is
a direction for use. Basically, CSMA argues that since
Proposition 65 warnings of cancer or reproductive toxicity
convey information about the product's dangers and the
need to use the product cautiously, they are directions for
use. We do not believe Congress intended such a broad
reading of that term.

During the trial below, Judge Smith illustrated the
nonsensical reading CSMA gives to the term “directions
for use” when she noted during oral argument that a sign
stating “this product may cause birth defects:”

[D]oesn't tell you whether it's going
to cause defects if you pour it on
your feet, or if you drink it, or if you
poke it in your ear, it just says that it
may cause birth defects. How is that
a direction for use?

Such a warning cannot, by definition, be a direction for
use. See Burch v. Amsterdam Corp., 366 A.2d 1079, 1086
(D.C.1976); Jorling, 874 F.2d at 119.

As the State points out, Congress more likely had a
common sense definition of the term “directions for use,”
such as how much of a detergent to use, or how long a
paint solvent should be mixed. CSMA's argument that
Proposition 65 warnings constitute directions for use was
rejected below as counter to the plain meaning of the term.
The argument simply does not comport with common
sense.

*950 Furthermore, Proposition 65 warnings are not
necessarily nonidentical to the warnings required under
FHSA. FHSA does not require any specific language in its
warnings. The Act merely requires (1) that labels contain
the signal word “WARNING” or “CAUTION” and (2)
words which describe the potential hazard. Consequently,
a message such as the following could comply with
both Proposition 65 and FHSA: “Warning, this product
contains materials known to the State of California to
cause cancer.”

Finally, we see no congressional purpose frustrated by
Proposition 65. Congress apparently sought to balance
its concern for a national safety standard with its desire
for the states to promulgate their own sales and warning
requirements. The legislative history makes this clear:

This preemption scheme is
designed to meet the competing
interests of those who view
Federal requirements as merely
minimum standards and those
who would opt for uniform

national requirements.

S.Rep. No. 94-251, 94th Cong., 2d Sess. (1976), reprinted
in 1976 U.S.Code Cong. & Admin.News 993, 1004. See
also CSMAv. Lowery, 452 F.2d 431,438 (2d Cir.1971). On
the one hand, a national safety standard would ease the
burden of compliance for chemical product manufacturers
by relieving them from the burden of complying with fifty-
one separate regulatory schemes promulgated by each
state and the federal government. On the other hand, such
a standard would take police powers away from the states
who best know how to serve the interests of their citizenry.
The preemption clause in FHSA balances these competing
concerns by leaving cautionary labeling requirements to
the federal government while allowing states to regulate
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the sale and use of hazardous chemicals. Proposition 65
warnings do not constitute cautionary labeling preempted All Citations
by FHSA.
958 F.2d 941, 34 ERC 2000, 60 USLW 2596, 22 Envtl. L.
AFFIRMED. Rep. 20,822, Prod.Liab.Rep. (CCH) P 13,142
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Proposition 65 Law and Regulations



West's Ann.Cal.Health & Safety Code § 25249.6

 

[bookmark: _GoBack]§ 25249.6. Required warning before exposure to chemicals known to cause cancer or reproductive toxicity

No person in the course of doing business shall knowingly and intentionally expose any individual to a chemical known to the state to cause cancer or reproductive toxicity without first giving clear and reasonable warning to such individual, except as provided in Section 25249.10.



West's Ann.Cal.Health & Safety Code § 25249.10

§ 25249.10. Exemptions from warning requirement

Section 25249.6 shall not apply to any of the following:

(a) An exposure for which federal law governs warning in a manner that preempts state authority.

(b) An exposure that takes place less than twelve months subsequent to the listing of the chemical in question on the list required to be published under subdivision (a) of Section 25249.8.

(c) An exposure for which the person responsible can show that the exposure poses no significant risk assuming lifetime exposure at the level in question for substances known to the state to cause cancer, and that the exposure will have no observable effect assuming exposure at one thousand (1,000) times the level in question for substances known to the state to cause reproductive toxicity, based on evidence and standards of comparable scientific validity to the evidence and standards which form the scientific basis for the listing of such chemical pursuant to subdivision (a) of Section 25249.8. In any action brought to enforce Section 25249.6, the burden of showing that an exposure meets the criteria of this subdivision shall be on the defendant.





27 CCR § 25600

§ 25600. General.

(a) Article 6, Subarticles 1 and 2 apply when a clear and reasonable warning is required under Section 25249.6 of the Act. Subarticle 1 sets forth general provisions applicable throughout this article, including the allocation of responsibility among parties when a warning for a consumer product is required under the Act. Subarticle 2 provides “safe harbor” content and methods for providing a warning that have been determined “clear and reasonable” by the lead agency. Nothing in Article 6 shall be interpreted to determine whether a warning is required for a given exposure under Section 25249.6 of the Act.

(b) A person may provide a warning that complies with this article prior to August 30, 2018; such warning will be deemed to be clear and reasonable. A warning for a consumer product manufactured prior to August 30, 2018 is deemed to be clear and reasonable if it complies with the September 2008 revision of this article.

(c) If the lead agency has not adopted a specific product, chemical, or area exposure warning in Section 25607.1 et seq., an interested party may request that the lead agency adopt one pursuant to Government Code Sections 11340.6 and 11340.7. (Petition for Rulemaking), or may request guidance from the lead agency pursuant to Article 2, section 25203 (Interpretive Guideline Request) or Article 2, section 25204 (Safe Use Determination).

(d) A person is not required to provide separate warnings to each exposed individual.

(e) A person that is a party to a court-ordered settlement or final judgment establishing a warning method or content is deemed to be providing a “clear and reasonable” warning for that exposure for purposes of this article, if the warning complies with the order or judgment.

(f) Nothing in Subarticle 2 shall be construed to preclude a person from providing a warning using content or methods other than those specified in Subarticle 2 that nevertheless complies with Section 25249.6 of the Act.





27 CCR § 25600.1

§ 25600.1. Definitions.

(a) “Affected area” means the area in which an exposure to a listed chemical can occur at a level that requires a warning.

(b) “Authorized agent” means the person or entity, including a monitored electronic mailbox or post office box, designated by a retail seller to receive notices from product manufacturers, producers, packagers, importers, suppliers, and distributors under this article.

(c) “Consumer information” includes warnings, directions for use, ingredient lists, and nutritional information. “Consumer information” does not include the brand name, product name, company name, location of manufacture, or product advertising.

(d) “Consumer product” means any article, or component part thereof, including food, that is produced, distributed, or sold for the personal use, consumption or enjoyment of a consumer.

(e) “Consumer product exposure” means an exposure that results from a person's acquisition, purchase, storage, consumption, or any reasonably foreseeable use of a consumer product, including consumption of a food.

(f) “Environmental exposure” means an exposure that occurs as the result of contact with an environmental source, such as ambient air, indoor air, drinking water, standing water, running water, soil, vegetation, or manmade or natural substances or objects, through inhalation, ingestion, or skin or other contact with the body. All exposures that are not consumer product exposures or occupational exposures are environmental exposures.

(g) “Food” has the same meaning as defined in Health and Safety Code Section 109935 and includes “dietary supplements” as defined in California Code of Regulations, title 17, section 10200.

(h) “Knowingly” has the same meaning as defined in Article 1, section 25102(n).

(i) “Label” means a display of written, printed or graphic material that is printed on or affixed to a product or its immediate container or wrapper.

(j) “Labeling” means any written, printed, graphic, or electronically provided communication that accompanies a product, such as a package insert.

(k) “Occupational exposure” means an exposure to any employee at his or her place of employment.

(l) “Retail seller” means a person or business that sells or otherwise provides consumer products directly to consumers by any means, including via the internet. For purposes of this article, a retail seller includes those functions of a business involved in the sale of consumer products, including foods, directly to consumers, even if the business or facility is primarily devoted to non-retail activities.

(m) “Sign” means a physical presentation of written, printed, graphic, or electronically provided communication, including shelf signs, other than a label or labeling, posted in a conspicuous manner that is associated with the exposure for which the warning is being provided under the Act and is clearly visible under all lighting conditions normally encountered during business hours and under such conditions as to make it likely to be seen, read, and understood by an ordinary person.





27 CCR § 25600.2

§ 25600.2. Responsibility to Provide Consumer Product Exposure Warnings.

(a) Section 25249.11 of the Act requires the lead agency to minimize the burden on retail sellers of consumer products, to the extent practicable, when it adopts regulations concerning clear and reasonable warnings, except where the retail seller itself is responsible for introducing a listed chemical into the product.

(b) The manufacturer, producer, packager, importer, supplier, or distributor of a product may comply with this article either by providing a warning on the product label or labeling that satisfies Section 25249.6 of the Act, or by providing a written notice directly to the authorized agent for a retail seller who is subject to Section 25249.6 of the Act, which:

(1) States that the product may result in an exposure to one or more listed chemicals;

(2) Includes the exact name or description of the product or specific identifying information for the product such as a Universal Product Code or other identifying designation;

(3) Includes all necessary warning materials such as labels, labeling, shelf signs or tags, and warning language for products sold on the internet, that satisfies Section 25249.6 of the Act;

(4) Has been sent to the authorized agent for the retail seller, and the manufacturer, producer, packager, importer, supplier, or distributor has obtained confirmation electronically or in writing of receipt of the notice.

(c) If the manufacturer, producer, packager, importer, supplier, or distributor of a product is complying with this section by providing a written notice directly to the authorized agent for the retail seller:

(1) The notice must be renewed, and receipt of the renewed notice confirmed electronically or in writing by the retail seller's authorized agent no later than February 28, 2019, then annually thereafter during the period in which the product is sold in California by the retail seller.

(2) An additional notice is required within 90 days when a different or additional chemical name or endpoint (cancer or reproductive toxicity) is included in the warning.

(d) The retail seller is responsible for the placement and maintenance of warning materials, including warnings for products sold over the internet, that the retail seller receives pursuant to subsections (b) and (c).

(e) The retail seller is responsible for providing the warning required by Section 25249.6 of the Act for a consumer product exposure only when one or more of the following circumstances exist:

(1) The retail seller is selling the product under a brand or trademark that is owned or licensed by the retail seller or an affiliated entity;

(2) The retail seller has knowingly introduced a listed chemical into the product, or knowingly caused a listed chemical to be created in the product;

(3) The retail seller has covered, obscured or altered a warning label that has been affixed to the product pursuant to subsection (b);

(4) The retail seller has received a notice and warning materials for the exposure pursuant to subsections (b) and (c) and the retail seller has sold the product without conspicuously posting or displaying the warning; or

(5) The retail seller has actual knowledge of the potential consumer product exposure requiring the warning, and there is no manufacturer, producer, packager, importer, supplier, or distributor of the product who:

(A) Is a “person in the course of doing business” under Section 25249.11(b) of the Act, and

(B) Has designated an agent for service of process in California, or has a place of business in California.

(f) For purposes of subsection (e)(5), “actual knowledge” means specific knowledge of the consumer product exposure received by the retail seller from any reliable source. If the source of this knowledge is a notice served pursuant to Section 25249.7 (d)(1) of the Act, the retail seller shall not be deemed to have actual knowledge of any consumer product expo-

sure that is alleged in the notice until five business days after the retail seller receives a notice that provides a description of the product with sufficient specificity for the retail seller to readily identify the product in accordance with Article 9, section 25903(b)(2)(D).

(g) The retail seller of a product that may cause a consumer product exposure shall promptly provide the name and contact information for the manufacturer, producer, packager, importer, supplier, and distributor of the product to the following persons on written request, to the extent that this information is reasonably available to the retail seller:

(1) The lead agency;

(2) The Attorney General, any district attorney, or any city attorney or city prosecutor with authority to bring an action under the Act; or

(3) Any person who has served notice under Section 25249.7(d)(1) of the Act alleging that the consumer product causes an exposure that requires a warning under the Act.

(h) A person or entity making a written request pursuant to subsection (g) must provide a description of the product with sufficient specificity for the retail seller to readily identify the product in accordance with Article 9, section 25903(b)(2)(D).

(i) Provided that the consumer receives a warning that meets the requirements of Section 25249.6 of the Act prior to exposure, the manufacturer, producer, packager, importer, supplier, or distributor of a product that may cause a consumer product exposure may enter into a written agreement with the retail seller of the product to allocate legal responsibility among themselves for providing a warning for the product, which shall bind the parties to that agreement and which shall supersede the requirements of subsections (b), (c), (d), and (e).





27 CCR § 25602

§ 25602. Consumer Product Exposure Warnings - Methods of Transmission.

(a) Unless otherwise specified in Section 25607.1 et seq, a warning meets the requirements of this subarticle if it complies with the content requirements in Section 25603 and is provided using one or more of the following methods:

(1) A product-specific warning provided on a posted sign, shelf tag, or shelf sign, for the consumer product at each point of display of the product.

(2) A product-specific warning provided via any electronic device or process that automatically provides the warning to the purchaser prior to or during the purchase of the consumer product, without requiring the purchaser to seek out the warning.

(3) A warning on the label that complies with the content requirements in Section 25603(a).

(4) A short-form warning on the label that complies with the content requirements in Section 25603(b). The entire warning must be in a type size no smaller than the largest type size used for other consumer information on the product. In no case shall the warning appear in a type size smaller than 6-point type.

(b) For internet purchases, a warning that complies with the content requirements of Section 25603(a) must also be provided by including either the warning or a clearly marked hyperlink using the word “WARNING” on the product display page, or by otherwise prominently displaying the warning to the purchaser prior to completing the purchase. If warning is provided using the short-form warning label content pursuant to Section 25602(a)(4), the warning provided on the website may use the same content. For purposes of this subarticle, a warning is not prominently displayed if the purchaser must search for it in the general content of the website.

(c) For catalog purchases, a warning that complies with the content requirements of Section 25603(a) must also be provided in the catalog in a manner that clearly associates it with the item being purchased. If a short-form warning is being provided on the label pursuant to Section 25602(a)(4), the warning provided in the catalog may use the same content.

(d) Where a sign or label used to provide a warning includes consumer information about a product in a language other than English, the warning must also be provided in that language in addition to English.



27 CCR § 25603

§ 25603. Consumer Product Exposure Warnings - Content.

(a) Unless otherwise specified in Section 25607.1 et seq., a warning meets the requirements of this subarticle if it is provided using one or more of the methods required in Section 25602 and includes all the following elements:

(1) A symbol consisting of a black exclamation point in a yellow equilateral triangle with a bold black outline. Where the sign, label or shelf tag for the product is not printed using the color yellow, the symbol may be printed in black and white. The symbol shall be placed to the left of the text of the warning, in a size no smaller than the height of the word “WARNING”.

(2) The word “WARNING:” in all capital letters and bold print, and:

(A) For exposures to listed carcinogens, the words, “This product can expose you to chemicals including [name of one or more chemicals], which is [are] known to the State of California to cause cancer. For more information go to www.P65Warnings.ca.gov.”

(B) For exposures to listed reproductive toxicants, the words, “This product can expose you to chemicals including [name of one or more chemicals], which is [are] known to the State of California to cause birth defects or other reproductive harm. For more information go to www.P65Warnings.ca.gov.”

(C) For exposures to both listed carcinogens and reproductive toxicants, the words, “This product can expose you to chemicals including [name of one or more chemicals], which is [are] known to the State of California to cause cancer, and [name of one or more chemicals], which is [are] known to the State of California to cause birth defects or other reproductive harm. For more information go to www.P65Warnings.ca.gov.”

(D) For exposures to a chemical that is listed as both a carcinogen and a reproductive toxicant, the words, “This product can expose you to chemicals including [name of one or more chemicals], which is [are] known to the State of California to cause cancer and birth defects or other reproductive harm. For more information go to www.P65Warnings.ca.gov.”

(E) Where a warning is being provided for an exposure to a single chemical the words “chemicals including” may be deleted from the warning content set out in subsections (A), (B) and (D).

(b) A short-form warning may be provided on the product label using all the following elements:

(1) The symbol required in subsection (a)(1).

(2) The word “WARNING:” in all capital letters, in bold print.

(A) For exposures to listed carcinogens, the words, “Cancer - www.P65Warnings.ca.gov.”

(B) For exposures to listed reproductive toxicants, the words, “Reproductive Harm - www.P65Warnings.ca.gov.”

(C) For exposures to both listed carcinogens and reproductive toxicants, the words, “Cancer and Reproductive Harm - www.P65Warnings.ca.gov.”

(c) A person providing a short-form warning on the product label pursuant to subsection (b) is not required to include within the text of the warning the name or names of a listed chemical.

(d) Notwithstanding subsection (a)(2) or (b)(2), where a warning for a consumer product exposure or occupational exposure from use of a pesticide is provided on a product label, and the pesticide label is regulated by the United States Environmental Protection Agency under the Federal Insecticide, Fungicide, and Rodenticide Act, Title 40 Code of Federal Regulations, Part 156; and by the California Department of Pesticide Regulation under Food and Agricultural Code section 14005, and Cal. Code of Regs., title 3, section 6242; the word “ATTENTION” or “NOTICE” in capital letters and bold type may be substituted for the word “WARNING”.








Background:  Proposition 65 and FIFRA

California’s requirements “Prop 65”

California’s Health and Safety Code § 25249.6 requires that “No person in the course of doing business shall knowingly and intentionally expose any individual to a chemical known to the state to cause cancer or reproductive toxicity without first giving clear and reasonable warning to such individual.” California compiles a list of such chemicals based on a variety of sources.

Per California regulations in 27 CCR 25600, et seq., a warning to comply with this requirement for consumer products can be provided on product labeling or manufacturers may notify retailers who in turn then is required to provide the warning to customers by posting sings, shelf tags or signs at each point of display of the product.  

California adopted new warning language in 2016, with an effective date of August 30, 2018.  The new language provides flexibility on signal words to avoid conflicts with FIFRA-required labeling (see 27 CCR 25603(d)).  It also newly requires an exclamation point symbol.

Relevant FIFRA provisions

24(a) of FIFRA states that “a State may regulate the sale or use of any federally registered pesticide or device in the State, but only if and to the extent the regulation does not permit any sale of use prohibited by [FIFRA].”

24(b) of FIFRA states that “Such State shall not impose or continue in effect any requirements for labeling or packaging in addition to or different from those required under [FIFRA].”

Definition of “misbranded” states, in part, that a product is misbranded if “its labeling bears any statement, … which is false or misleading in any particular,” or “the labeling …does not contain a warning or caution statement which may be necessary … to protect health and the environment.”  2(q)(1)(A) and (G).  It is a violation of FIFRA to sell or distribute a misbranding product and EPA must determine a product is not misbranded before it can approve its registration.  FIFRA 12(a)(1)(E) and 3(c)(5)(B).

Chemical Specialties Mfrs. Ass’n v Allenby, 958 F.2d 941 (9th Cir. 1992)

A trade association of pesticide manufacturers sought declaratory judgement that the Prop 65 requirements were preempted by FIFRA.  The court held that FIFRA did not expressly preempt the Prop 65 requirements because point-of-sale warning signs were a method of compliance that does not involve labeling under FIFRA.  The trade association also argued that FIFRA impliedly preempted the warning requirements because 1) the additional warning suggests the EPA-approved labeling is incomplete and puts products at risk of being deemed misbranded and 2) manufacturers will need to change their labels to avoid product liability suits.  The court was unpersuaded and held that FIFRA did not impliedly preempt the Prop 65 requirements finding it implausible that EPA would prosecute a company for complying with Prop 65 and while case law on product liability was split, the court found Prop 65 warning was not an admission of liability and there was no pressure on companies to change their labels.



The state of practice

While pesticide registrants may comply with Prop 65 without changing their product labeling, we’ve been told that retailers are more and more reluctant to take on the responsibility for product warnings.  Shelf signs are burdensome on retailers to keep current and may involve some stigma be attached to the seller rather than the manufacturer.  Retailers may choose not to carry a product rather than to take on the responsibility of warning customers.   Therefore, registrants have found it more convenient to comply with Prop 65 themselves by adding the warning to their EPA-approved labels.  EPA has historically allowed the addition so long as the signal word of the warning doesn’t conflict with the EPA-assigned signal word.  The practice of allowing the statements goes back at least as far as 2003.

EPA’s labeling approval process

When EPA grants a registration or registration amendment, it reviews the draft labeling to ensure all required parts are included and adequate.  See FIFRA 3(c)(5)(B).  Pesticide labeling regularly includes information that EPA does not require, e.g. marketing claims and warranty statements.  EPA does still review this information to ensure it doesn’t make the product misbranded in any way, in particular that the information is not false or misleading.  I  f there are disagreements about labeling, EPA and the registrant will try to work them out, but ultimately, if EPA determines the labeling is not in compliance with FIFRA, EPA would have to deny the registration or amendment.  See 3(c)(6).  A formal denial is a burdensome process for the program and affords the registrant the opportunity for a formal administrative hearing under the same procedures as a cancellation hearing.  See 40 CFR 152.118.

Current status of pending labeling with Prop 65 warnings

Historically, EPA has treated Prop 65 labeling that appears on draft labeling as having been voluntarily included and EPA has approved such labels so long as the warning does not conflict with any required label elements.  For instance, the original Prop 65 warning statement required the use of “Warning,” which is also a signal word EPA requires for certain levels of acute toxicity.  Per 40 CFR 156.64(b)(3), only one signal word is allowed on labeling so if the Prop 65 “warning” was in conflict, it was not allowed.  The recent updates by California to their warning statement resolve this concern.

Countless approved labels include the earlier Prop 65 language.  Since California updated the warning language, EPA has received around 80 label amendments to change to the updated language.  For the most part, those labeling amendments have been held as pending as the program awaits a policy direction.  There has not been an effort to request changes from registrants for any currently approved labels that contain Prop 65 language to revise or remove the language.

Glyphosate – a special case

[bookmark: _GoBack]California creates their list of chemicals through various methods including importing listed chemicals from other authoritative bodies.  Glyphosate was added in 2017 after the International Agency for Research on Cancer (IARC) determined it is probably carcinogenic to humans, which is in conflict with many other assessment bodies including EPA.  On February 26, 2018, the Federal District Court for the Eastern District of California issued an Order enjoining California from enforcing the state warning requirements involving the pesticide glyphosate’s carcinogenicity, in part on the basis that the required warning statement is false or misleading.  EPA has not, to my knowledge, made any grant or deny decisions for glyphosate labels that have requested addition of the Prop 65 language.   


